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1. 


This international preliminary report on patentability (Chapter I) is issued by the International Bureau on behalf of the 
International Searching Authority under Rule 44 bis.l{z). 


2. 


This REPORT consists of a total of 7 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 


3. 


This report contains indications 


relating to the following items: ; 




|^| Box No. 1 


Basis of the report 




| [ Box No. n 


Priority 




| [ Box No. m 


No n -establishment of opinion with regard to novelty, inventive step and industrial 
applicability 




| | Box Nerv- 


Lack of unity of invention 




al Box No. V 


Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 




| | Box No. VI 


Certain documents cited 




| | BoxNo.VH 


Certain defects in the international application 




^ BoxNo.Vm 


Certain observations on the international application 


4. 


The International Bureau will communicate this report to designated Offices in accordance with Rules 446/5.3 (c) and 93bis.\ but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
date (Rule 44bis .2). 
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1211 Geneva 20, Switzerland 

Facsimile No. +41 22 338 82 70 
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e-mail: pt02@wipo.int 
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This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43b/s.1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notrfed the 
International Bureau under Rule 66.1b/s(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Form PCT/ISA£20 or before the expiration of 22 months from the priority date, 
whichever expires later. 

For further options, see Form PCT/ISA£20. 

3. For further details, see notes to Form PCT/ISA/220. 
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Authorized Officer 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/GB2004/D05160 



Box No. I Basis of the opinion 

1 



■ With regard to the language, this opinion has been established on the basis of the international application in 
the language in which it was filed, unless otherwise indicated under this item. 

□ This opinion has been established on the basis of a translation sSrcS^'" 9 
language , which is the language of a translation furnished for the purposes of international searcn 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed ^^f 0 ^ application and 
necessary to the claimed invention, this opinion has been established on the basis or. 



a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 



3. □ In addition, in the case that more than one version or copy of a sequence listing amUa '^jJ^JS 
has been f led or furnished ™e required statements that the information in the subsequent or additional 
copies is identical to that In the application as filed or does not go beyond the application as filed, as 



appropriate, were furnished 
4. Additional comments: 
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International application No. 
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Box No. V Reasoned statement under Rule 43 Ws.1 (a)(i) with regard to novelty, inventive step 
industrial applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 


Yes: 


Claims 


6,7,9,1 0,1 3,1 5-1 7,1 9-22,25,27-30,32-35,37-39 


No: 


Claims 


1 ,2,3,4,5,8,1 1 ,12,14,1 8,23,24,26,31 ,36 


Inventive step (IS) 


Yes: 


Claims 


15-17 




No: 


Claims 


1-14,18-39 


Industrial applicability (IA) 


Yes: 


Claims 


1-39 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Box No. Vlll Certain observations on the International application 

The following observations on the clarity of the claims, description, and drawings or on the question 
claims are fully supported by the description, are made: 

see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicaDinty, 
citations and explanations supporting such statement 



1 Reference is made to the following documents: 

D1 : US-B1 -6 626 027 (DAVEY) 30 September 2003 (2003-09-30) 

D2: US-A-4 636 475 (PRICE ET AL) 1 3 January 1 987 (1 987-01 -1 3) 

D3- GB-A-2 376 748 (STEPHEN DANIEL HOATH) 24 December 2002 (2002-1 2-24) 

D4: GB-A-2 376 749 (STEPHEN DANIEL HOATH) 24 December 2002 (2002-1 2-24) 

D5: US-B1 -6 346 668 (MCGREW) 1 2 February 2002 (2002-02-1 2) 

D6: US-A-4 665 364 (HANAWA) 1 2 May 1 987 (1 987-05-1 2) 



2 INDEPENDENT CLAIMS 1-4 

2.1 The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claim 1 is not new in the sense of Article 33(2) PCT. 

Document D1 discloses (the references in parentheses applying to this document) a 
method of testing the integrity of a barrier (abstract) by transferring material from one 
side of the barrier through a continuous path directly into a NMR analysis system 
(column 6, lines 7-13; figure 1) and using the NMR analysis system to determine from 
the transferred material if there has been any leakage through the barrier (abstract). 

2.2 The independent method claims 2 and 3 are also considered not new, because their 
subject-matter is disclosed in document D1 (abstract; figure 3; column 4, line 35; 
column 6, lines 7-13). 

2.3 The independent method claim 4 is also considered not new, because its 
subject-matter is disclosed in document D2 (abstract; column 9, lines 37-48). 
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International application No. 
PCT/GB2004/005160 



3 INDEPENDENT CLAIM 24 and 36 

3.1 The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-matter of claim 24 is not new in the sense of Article 33(2) PCT. 
Document D1 discloses (the references in parentheses applying to this document) a 
test equipment having means suitable for validating inhaler integrity using a NMR 
analysis system for analysis of material leakage accumulated within the NMR 
analysis system (abstract; figures 1 and 2). 

3.2 The independent product claim 36 is also considered not new, because its 
subject-matter is disclosed in document D1 . 

4 DEPENDENT CLAIMS 2-5, 7-1 4, 1 8-23, 25-27, 29-35, 37-39 

Dependent claims 2-5, 7-14, 1 8-23, 25-27, 29-35, 37-39 do not contain any features 
which, in combination with the features of any claim to which they refer, meet the 
requirements of the PCT in respect of novelty and/or inventive step (Article 33(2) and 
(3) PCT), see documents D1-D6 and the corresponding passages cited in the search 
report. 

5 DEPENDENT CLAIMS 1 5, 1 6, 1 7 and 28 

Claims 1 5, 1 6, 17 and 28 concern method steps describing different ways of 
transferring the accumulated leaked material to the NMR analysis system. These 
steps are not disclosed in the prior art and are therefore new. The transferring of said 
material between an independent accumulation chamber containing the tested 
container and a fixed NMR analysis system is efficient for a production line where 
many containers have to be tested on-going. 
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Re Item VIII 

Certain observations on the international application 

6.1 Although claims 1 -4 have been drafted as separate independent claims, they appear 
to relate effectively to the same subject-matter and to differ from each other only with 
regard to the definition of the subject-matter for which protection is sought. The 
aforementioned claims therefore lack conciseness and as such do not meet the 
requirements of Article 6 PCT. 

6.2 The term "directly" used in claim 1 is vague and unclear and leave the reader in 
doubt as to the meaning of the technical features to which it refers, thereby rendering 
the definition of the subject-matter of said claim unclear, Article 6 PCT. 

6.3 None of the claims are drafted in a two-part form, contrary to the requirements of 
Rule 6.3(b) PCT. 
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Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 G01M 



Documentation searched other than minimum documentation to the extent that such documents are Included In the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

EPO-Intemal , WPI Data, PAJ 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category • Citation of document with indication, whore appropriate, of the relevant passages 



Relevant to claim No. 



US 6 626 027 Bl (DAVEY) 

30 September 2003 (2003-09-30) 

cited in the application 

abstract 
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19-27, 
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line 


7 - 


line 14 


column 1, 


1 ine 


39 
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line 
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line 
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line 
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filing date 
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which is cited to establish the publication date of another 
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O" document referring to an oral disclosure, use, exhibition or 
other means 

document published prior to the international filing date but 
later than the priority date claimed 



T later document published after the international filing date 
or priority date and nolln conflict with the application but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed Invention 
cannot be considered novel or cannot be considered to 
involve an Inventive step when the document Is taken alone 

M Y" document of particular relevance; the claimed Invention 

cannot be considered to involve an inventive step when the 
document Is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
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"&" document member of the same patent family 
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